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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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Applicants' Amendment filed November 5, 2008 is acknowledged. Claim 6 is 
canceled. Claims 1, 3-5 and 9-16 remain under consideration. 

Rejections and objections that are not reiterated from previous Office Actions 
are hereby withdrawn. The following rejection constituted the only rejection presently 
applied to the instant claims. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 3-5 and 9-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Reynolds et al., U.S. Patent 3, 808,332, in view of Lindenbaum E., 
WO 93/04691 , and further in view of Jacobs et al., US 2005/0003491 . 

Reynolds teaches a combination of L-thyroxine and L-triiodothyronine that are 
physically admixed. Therefore, no organic solvent are present. See column 7, lines 65- 
67. See Composition I, column 7, where cornstarch is employed as a filler, and 
Composition J, where lactose and microcrystalline cellulose are employed as fillers. As 
required by instant claim 3, Reynolds teaches a concentration range of l-thyroxine of 
100-300 meg. Fillers such as lactose, maize starch and microcrystalline cellulose are 
conventional excipients. Reynolds fails to include gelatin in the combination. However, 
Lindenbaum teaches pharmaceutical preparations comprising levothyroxine or 
triiodothyronine and gelatin that are manufactured in solid forms, such as creams or 
powders, without organic solvents. See claims 13 and 19, as well as page 17, lines 16- 
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18. A micronized form of levothyroxine with a particle size between 5 and 25 urn is 
conventional. 

Jacobs teaches the inclusion of gelatin in solid pharmaceutical formulations 
comprising proteins, such as tablets. See page 174, paragraph 4072. 

Therefore, in view of the combined teachings of Reynolds, Lindenbaum and 
Jacobs, one skilled in the art of formulation chemistry would have been motivated to 
prepare pharmaceutical formulations comprising L-thyroxine and, optionally, 
triiodothyronine, utilizing gelatin, in a solid form without organic solvents. Because of its 
well-established cohesive qualities, gelatin is conventionally employed in tablet 
formulations. The present claims are entirely drawn to compositions comprising levo- 
thyroxine, and optionally, liothyronine, and gelatin. Accordingly, intended use is not a 
consideration and does not impart patentability to a composition that is obvious from 
prior art teachings. 

In the Communication filed February 13, 2008, Applicants argued Lindenbaum's 
teachings are directed merely to wound healing in that administration is topical involving 
creams or gels. However, the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. Powders are solids, 
and in the production of a tablet, the composition is in the form of a powder prior to 
compression. 
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Further, upon reconsideration, the showing presented in the Declaration filed 
February 13, 2008 under 37 CFR 1 .132, is not commensurate in scope with the present 
claims. In Formulation B it is unclear whether or not hydroxypropyl methylcellulose 
imparts a destabilizing effect. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached from 10:30 to 7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel, can be reached 571-272- 
0718. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



February 9, 2009 



/Phyllis G. Spivack/ 
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